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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I in the reply filed on 04/21/2008 is 
acknowledged. 

Status of claims 

2. Claims 1-12 and 23-28 are canceled. Claims 13-22 are pending and under 
examination. 

Sequence Compliance 

3. This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 

1 .821 through 1 .825 for the reason(s) set forth below. 

The claims contain amino acid sequence(s) encompassed by the sequence 
requirements of 37 CFR 1 .821 through 1 .825. For example, the amino acid sequence 
recited in claim 20 is not accompanied by a sequence identifier. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 18 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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The claim recites a dependency to itself. This is improper. It is unclear as to 
what Applicant intends to encompass by the claim because it depends on itself rather 
than any other claim. For the purpose of advancing examination, the claim has been 
interpreted to depend on claim 17. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 13-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fritz et al. 1 in view of Egyed et al. 2 

The claims are directed to a composition comprising an antigen, a peptide, and 
an immunostimulatory oligonucleotide, wherein the peptide and oligonucleotide have 
the structures described in the claims. Claim 14, which depends on claim 13, requires 
that the peptide be 1 1 amino acid residues in length by designating variable N to be 5. 
Claim 13, which depends on claim 13, requires the composition to further comprise 
alum adjuvant. Claim 16, which depends on claim 13, requires the antigen to be a viral 
antigen. Claim 17, which depends on claim 16 requires the viral antigen to be an 
influenza virus antigen, HCV antigen, HBV antigen, HIV antigen, HPV antigen, JEV 
antigen, a combined antigen or a combination of one or more the listed antigens. Claim 

1 Fritz et al. WO 02/32451 A1, published April 25, 2002. 

2 Egyed et al. WO 01/93903 A1 , published December 13, 2001. 
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18, which is interpreted to depend on claim 17, which requires the influenza antigen to 
be a hemagglutinin and neuraminidase antigens. Claim 19, which depends on claim 13, 
requires the composition to further comprise a polycationic peptide. Claim 20, which 
depends on claim 13, requires the peptide to be Peptide A, which has the amino acid 
sequence of: KLKL 5 KLK and the oligonucleotide be d(IC)i3- Claim 21 , which depends 
on claim 13, requires the composition to further comprise an oligonucleotide comprising 
a CpG motif. Claim 22, which depends on claim 13, requires the composition to 
comprise a polycationic peptide and an oligonucleotide comprising a CpG motif. 

Fritz et al. teaches a composition comprising an antigen and a peptide. The 
antigen that Fritz et al. teaches includes the following viral antigens: influenza virus, 
HCV, HBV and HIV antigens. The peptide that Fritz et al. teaches has the same 
formula as those described in the claims of the instant patent application. The peptide 
of Fritz et al. has the following amino acid sequence: KLKL 5 KLK. 

Fritz et al. also suggests the addition of immunostimulating/immunogenic nucleic 
acid, such as an oligodeoxynucleotide containing deoxyinosine, an 
oligodeoxynucleotide containing deoxyuridine, an oligodeoxynucleotide containing the 
CpG motif or an inosine and cytidine containing nucleic acid molecule. 

Thus, at the time the invention was made, it would have been prima facie 
obvious for one of ordinary skill in the art to include immunostimulating/immunogenic 
nucleic acid, such as an oligodeoxynucleotide containing deoxyinosine, an 
oligodeoxynucleotide containing deoxyuridine, an oligodeoxynucleotide containing the 
CpG motif or an inosine and cytidine containing nucleic acid molecule in the 
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composition of Fritz et al. One of ordinary skill in the art, at the time the invention was 
made would have been motivated to do so to modify the immune response induced by 
the composition of Fritz et al. One of ordinary skill in the art, at the time the invention 
was made would have had a reasonable expectation of success for doing so because 
the immunostimulatory activities of said oligonucleotides are well known in the art. 

While Fritz et al. does suggest the addition of an oligonucleotide comprising an 
inosine and cytidine, Fritz et al. was not specific on the length of the oligonucleotide. As 
recited in the claims, the oligonucleotide is about 5 to 151 nucleic acid residues in 
length. It should also be noted that Fritz et al. also suggests the addition of a 
polycationic peptide with the composition. 

However, the deficiency noted in Fritz et al. is fully compensated by Egyed et al. 
Egyed et al. teaches an oligonucleotide comprising inosine and cytidine. The 
oligonucleotide Egyed teaches is a 26 nucleic acid residue oligomer, which is poly 
d(IC)i 3 . Egyed et al. additionally teaches that the oligonucleotide, in combination with a 
polycationic peptide, served as adjuvants to effectively deliver peptide antigens to the 
immune system. 

Thus, it would have been prima facie obvious for one of ordinary skill in the art, at 
the time the invention was made to combine the teachings of Fritz et al. and Egyed et 
al. to arrive at the claimed invention. One of ordinary skill in the art, at the time the 
invention was made, would have been motivated to do so to modulate, preferably 
enhance, the immune response induced by the composition of Fritz et al. One of 
ordinary skill in the art, at the time the invention was made, would have had a 
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reasonable expectation of success for doing so because the use of adjuvants in 
compositions are routinely practiced in the art. 

Additionally, while Fritz et al. does suggest the addition of any known adjuvants, 
Fritz et al. does not specifically suggests alum AI(OH) 3 . However, the deficiency noted 
in Fritz et al. is fully compensated by Egyed et al. Egyed et al. evidences the use of 
alum as an adjuvant at the time the invention was made. Thus, it would have been 
prima facie obvious for one of ordinary skill in the art, at the time the invention was 
made, to add alum to the composition of Fritz et al. One of ordinary skill in the art, at the 
time the invention was made, would have been motivated to do so to modulate, 
preferably enhance, the immune response induced by the composition rendered 
obvious by Fritz et al. and Egyed et al. One of ordinary skill in the art, at the time the 
invention was made, would have had a reasonable expectation of success for doing so 
because the use of adjuvants in compositions are routinely practiced in the art. 

Lastly, while Fritz et al. does teaches of viral antigens, including antigens derived 
from the influenza virus, Fritz et al. does not specifically suggest that the antigen be a 
hemagglutinin or neuraminidase antigen. However, as Fritz et al. noted, any antigen 
can be used with the composition, and it is well known in the art that hemagglutinin or 
neuraminidase antigens can readily be attained from influenza virus. Thus, it would 
have been prima facie obvious for one of ordinary skill in the art to use hemagglutinin or 
neuraminidase antigens as the antigen in the composition of Fritz et al. One of ordinary 
skill in the art would have been motivated to do so to induce an immune response 
against the influenza virus. One of ordinary skill in the art, at the time the invention was 
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made would have had a reasonable expectation of success for doing so because the 
substitution of one antigen for another is routinely practiced in the art. 

Double Patenting 

8. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

9. Claims 13-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 39 of copending 
Application No. 10/339442 in view of Egyed et a. Although the conflicting claims are not 
identical, they are not patentably distinct from each other. 

The claimed invention is directed to a composition comprising an antigen, a 
peptide, and an immunostimulatory oligonucleotide of 5-151 nucleic acid residues in 
length, wherein the peptide and oligonucleotide have the structures described in the 
claims. 

The claim of the copending patent application is directed to a composition 
comprising an antigen, a peptide, and an immunostimulatory oligonucleotide. The 
peptide described in the copending patent application is the same as the peptide recited 
in the claimed invention. The oligonucleotide of the copending patent application has 
the same formula as those described in the claims of the instant patent, with the 
exception that the oligonucleotide recited in the copending application does not have a 
specific oligonucleotide length. 

However, Egyed et al. teaches an oligonucleotide comprising inosine and 
cytidine. The oligonucleotide Egyed teaches is a 26 nucleic acid residue oligomer, 
which is poly d(IC)i3- Egyed et al. additionally teaches that the oligonucleotide, in 
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combination with a polycationic peptide, served as adjuvants to effectively deliver 
peptide antigens to the immune system. 

Thus, it would have been prima facie obvious for one of ordinary skill in the art, at 
the time the invention was made to combine the teachings of Egyed et al. and the 
copending patent application to arrive at the claimed invention. One of ordinary skill in 
the art, at the time the invention was made, would have been motivated to do so to 
modulate, preferably enhance, the immune response induced by the composition of the 
copending patent application. One of ordinary skill in the art, at the time the invention 
was made, would have had a reasonable expectation of success for doing so because 
the use of adjuvants in compositions are routinely practiced in the art. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

10. Claims 13-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 69 of copending 
Application No. 10/478771. Although the conflicting claims are not identical, they are 
not patentably distinct from each other. 

The claim of the copending patent application is directed to a composition 
comprising an antigen, a peptide, and an immunostimulatory oligonucleotide. The 
immunostimulatory oligonucleotide described in the copending patent application is the 
same as the immunostimulatory oligonucleotide recited in the claimed invention. 

The difference between the claims of the copending patent application and the 
claims of the instant patent application is: It is not readily apparent if the peptide 
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described in claim 69 of the copending application is the same as the peptide recited in 
the claims of the patent application. Thus, the Office turned to the specification to learn 
what Applicant intends to encompass by the peptide recited in the claims of the 
copending application. It is found that, in the copending patent application, Applicant 
intends to encompass a peptide that is the same as those recited in the claims of the 
instant patent application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

1 1 . Claims 13-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 42 and 50 of 
copending Application No. 10/297555. Although the conflicting claims are not identical, 
they are not patentably distinct from each other. 

Claim 42 of the copending patent application is directed to a composition 
comprising an antigen and an immunostimulatory oligonucleotide. The 
immunostimulatory oligonucleotide described in the copending patent application is the 
same as the immunostimulatory oligonucleotide recited in the claimed invention. 

The difference between the claims of the copending patent application and the 
claims of the instant patent application is: Claim 42 of the copending patent application 
does not comprise a peptide. However, claim 50 of the copending patent application 
does suggest the addition of a peptide. The specification teaches that the peptide is 
immunostimulatory. Thus, it would have been prima facie obvious for one of ordinary 
skill in the art to include the peptide of claim 50 in the composition of claim 42. One of 
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ordinary skill in the art would have been motivated to do so to modify the immune 
response induced by the composition of claim 42. 

The difference between the claims of the copending patent application and the 
claims of the instant patent application is: It is not readily apparent if the peptide 
described in claim 50 of the copending application is the same as the peptide recited in 
the claims of the patent application. Thus, the Office turned to the specification to learn 
what Applicant intends to encompass by the peptide recited in the claims of the 
copending application. It is found that, in the copending patent application, Applicant 
intends to encompass a peptide that is the same as those recited in the claims of the 
instant patent application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

12. Claims 13-21 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claim 1 of U.S. Patent No. 7148191 in 
view of Fritz et al. Although the conflicting claims are not identical, they are not 
patentably distinct from each other. 

The claim of the copending patent application is directed to a composition 
comprising an antigen, a peptide, and an immunostimulatory oligonucleotide. The 
immunostimulatory oligonucleotide described in the copending patent application is the 
same as the immunostimulatory oligonucleotide recited in the claimed invention. 

The difference between the claims of the copending patent application and the 
claims of the instant patent application is: The polycationic peptide described in the 
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copending patent application is not the same as the peptide recited in the claims of the 
instant patent application. However, at the time the invention was made, Fritz et al. 
teaches of polycationic peptides that have adjuvant properties. Thus, it would have 
been prima facie obvious for one of ordinary skill in the art to substitute the polycationic 
peptide of the copending patent application. One of ordinary skill in the art, at the time 
the invention was made would have been motivated to do so to produce an 
immunostimulatory composition. One of ordinary skill in the art, at the time the invention 
was made, would have had a reasonable expectation of success for doing so because 
the substitution of known alternatives are routinely practiced in the art. 

Conclusion 

1 3. No claims are allowed. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Le whose telephone number is (571 )272-0903. 
The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce R. Campell can be reached on (571) 272-0974. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Emily Le/ 

Primary Examiner, Art Unit 1648 

IE. U 



